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good storage and distribution practice,
shall be disregarded.

(4) With respect to a master lot of in-
sulin, 5 years after date of issue if the
master lot is a solution, or 10 years
after date of issue if the master lot is
a solid.

[39 FR 11750, Mar. 29, 1974, as amended at 39
FR 40286, Nov. 15, 1974]

§ 429.47 Authority to refuse certifi-
cation service.

When the Commissioner finds, after
giving notice and opportunity for hear-
ing, that a person has:

(a) Obtained or attempted to obtain a
certificate through fraud, or through
misrepresentation or concealment of a
material fact;

(b) Falsified the records required to
be kept by § 429.60; or

(c) Failed to keep such records or to
make them available, or to accord full
opportunity to make an inventory of
stocks on hand or otherwise to check
the correctness of such records, as re-
quired by such section;
the Commissioner may immediately
suspend service to such person under
the regulations in this part, and may
continue such suspension unless and
until such person shows adequate cause
why such suspension should be termi-
nated.

Subpart F—Administrative
Procedures

§ 429.50 Hearing procedure.
Hearings pursuant to § 429.47 shall be

governed by part 16 of this chapter.

[41 FR 48267, Nov. 2, 1976, as amended at 42
FR 15674, Mar. 22, 1977]

§ 429.55 Fees.
(a)(1) Fees for the services rendered

under the regulations in this part shall
be such as are necessary to provide,
equip, and maintain an adequate cer-
tification service.

(2) Whenever in the judgment of the
Commissioner the ratio between fees
collected (which are based upon experi-
ence and the best estimate of costs and
the best estimate of earnings) and the
costs of providing the service during an
elapsed period of time, in the light of

all circumstances and contingencies,
warrants a refund from the fund col-
lected during such period, he shall
make ratable refunds to those persons
to whom the services were rendered
and charged.

(b) The fees for requests for certifi-
cation submitted under § 429.40 are as
follows:

(1) $2,400 for each master lot or mix-
ture of two or more master lots or
parts thereof.

(2) $1,700 for each dosage form batch.
(3) The fees established in this para-

graph may increase as Federal salary
costs increase. The rate of increase will
be no higher than Federal salary in-
creases, commencing with pay raises
on or after January 1, 1997. Notification
of the exact fees established and ad-
justments will be communicated di-
rectly to the manufacturers of insulin
products.

(c) A person requiring continuing cer-
tification services may maintain an ad-
vance deposit of the estimated costs of
such services for a period of 2 months
or more. Such deposits shall be debited
with fees for services rendered, but
shall not be debited for any fee the
amount of which is not definitely spec-
ified in these regulations unless the de-
positor has previously requested the
performance of the services to be cov-
ered by such fee. A monthly statement
for each such advance deposit shall be
rendered.

(d) The unearned portion of any ad-
vance deposit made pursuant to para-
graph (b) or (c) of this section shall be
refunded to the depositor upon his ap-
plication.

(e) All advance deposits required by
the regulations in this part 429 shall be
paid by money order, bank draft, or
certified check drawn to the order of
the Food and Drug Administration,
collectible at par at Washington, DC.
All deposits shall be forwarded to the
Food and Drug Administration, De-
partment of Health and Human Serv-
ices, Washington, DC 20204, whereupon
after making appropriate record there-
of they will be transmitted to the Chief
Disbursing Officer, Division of Dis-
bursement, Treasurer of the United
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